Food and Drug Administration, HHS

4. In research on man, the interest of
science and society should never take prece-
dence over considerations related to the
well-being of the subject.

[62 FR 8831, Mar. 19, 1987, as amended at 52
FR 23031, June 17, 1987; 56 FR 22113, May 14,
1991; 64 FR 401, Jan. 5, 1999; 67 FR 9586, Mar.
4, 2002]

§312.130 Availability for public disclo-
sure of data and information in an
IND.

(a) The existence of an investiga-
tional new drug application will not be
disclosed by FDA unless it has pre-
viously been publicly disclosed or ac-
knowledged.

(b) The availability for public disclo-
sure of all data and information in an
investigational new drug application
for a new drug will be handled in ac-
cordance with the provisions estab-
lished in §314.430 for the confidentiality
of data and information in applications
submitted in part 314. The availability
for public disclosure of all data and in-
formation in an investigational new
drug application for a biological prod-
uct will be governed by the provisions
of §§601.50 and 601.51.

(c) Notwithstanding the provisions of
§314.430, FDA shall disclose upon re-
quest to an individual to whom an in-
vestigational new drug has been given
a copy of any IND safety report relat-
ing to the use in the individual.

(d) The availability of information
required to be publicly disclosed for in-
vestigations involving an exception
from informed consent under §50.24 of
this chapter will be handled as follows:
Persons wishing to request the publicly
disclosable information in the IND that
was required to be filed in Docket
Number 95S-0158 in the Dockets Man-
agement Branch (HFA-305), Food and
Drug Administration, 12420 Parklawn
Dr., rm. 1-23, Rockville, MD 20857, shall
submit a request under the Freedom of
Information Act.

[62 FR 8831, Mar. 19, 1987. Redesignated at 53
FR 41523, Oct. 21, 1988, as amended at 61 FR
51530, Oct. 2, 1996; 64 FR 401, Jan. 5, 1999]

§312.140 Address for correspondence.

(a) Except as provided in paragraph
(b) of this section, a sponsor shall send
an initial IND submission to the Cen-
tral Document Room, Center for Drug
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Evaluation and Research, Food and
Drug Administration, Park Bldg., Rm.
214, 12420 Parklawn Dr., Rockville, MD
20852. On receiving the IND, FDA will
inform the sponsor which one of the di-
visions in the Center for Drug Evalua-
tion and Research or the Center for
Biologics Evaluation and Research is
responsible for the IND. Amendments,
reports, and other correspondence re-
lating to matters covered by the IND
should be directed to the appropriate
division. The outside wrapper of each
submission shall state what is con-
tained in the submission, for example,
“IND Application’”, ‘“Protocol Amend-
ment’’, etc.

(b) Applications for the products list-
ed below should be submitted to the Di-
vision of Biological Investigational
New Drugs (HFB-230), Center for Bio-
logics Evaluation and Research, Food
and Drug Administration, 8800 Rock-
ville Pike, Bethesda, MD 20892. (1)
Products subject to the licensing provi-
sions of the Public Health Service Act
of July 1, 1944 (568 Stat. 682, as amended
(42 U.S.C. 201 et seq.)) or subject to part
600; (2) ingredients packaged together
with containers intended for the collec-
tion, processing, or storage of blood or
blood components; (3) urokinase prod-
ucts; (4) plasma volume expanders and
hydroxyethyl starch for leukapheresis;
and (b) coupled antibodies, i.e., prod-
ucts that consist of an antibody com-
ponent coupled with a drug or radio-
nuclide component in which both com-
ponents provide a pharmacological ef-
fect but the biological component de-
termines the site of action.

(c) All correspondence relating to bi-
ological products for human use which
are also radioactive drugs shall be sub-
mitted to the Division of Oncology and
Radiopharmaceutical Drug Products
(HFD-150), Center for Drug Evaluation
and Research, Food and Drug Adminis-
tration, 5600 Fishers Lane, Rockville,
MD 20857, except that applications for
coupled antibodies shall be submitted
in accordance with paragraph (b) of
this section.

(d) All correspondence relating to ex-
port of an investigational drug under
§312.110(b)(2) shall be submitted to the
International Affairs Staff (HFY-50),
Office of Health Affairs, Food and Drug
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Administration, 5600 Fishers
Rockville, MD 20857.

[62 FR 8831, Mar. 19, 1987, as amended at 52
FR 23031, June 17, 1987; 556 FR 11580, Mar. 29,
1990; 67 FR 9586, Mar. 4, 2002]

Lane,

§312.145 Guidance documents.

(a) FDA has made available guidance
documents under §10.115 of this chapter
to help you to comply with certain re-
quirements of this part.

(b) The Center for Drug Evaluation
and Research (CDER) and the Center
for Biologics Evaluation and Research
(CBER) maintain lists of guidance doc-
uments that apply to the centers’ regu-
lations. The lists are maintained on
the Internet and are published annu-
ally in the FEDERAL REGISTER. A re-
quest for a copy of the CDER list
should be directed to the Office of
Training and Communications, Divi-
sion of Communications Management,
Drug Information Branch (HFD-210),
Center for Drug Evaluation and Re-
search, Food and Drug Administration,
5600 Fishers Liane, Rockville, MD 20857.
A request for a copy of the CBER list
should be directed to the Office of Com-
munication, Training, and Manufactur-
ers Assistance (HFM-40), Center for
Biologics Evaluation and Research,
Food and Drug Administration, 1401
Rockville Pike, Rockville, MD 20852-
1448.

[65 FR 56479, Sept. 19, 2000]

Subpart G—Drugs for Investiga-
tional Use in Laboratory Re-
search Animals or In Vitro
Tests

§312.160 Drugs for investigational use
in laboratory research animals or
in vitro tests.

(a) Authorization to ship. (1)(i) A per-
son may ship a drug intended solely for
tests in vitro or in animals used only
for laboratory research purposes if it is
labeled as follows:

CAUTION: Contains a new drug for inves-
tigational use only in laboratory research
animals, or for tests in vitro. Not for use in
humans.

(ii) A person may ship a biological
product for investigational in vitro di-
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agnostic use that is listed in
§312.2(b)(2)(i1) if it is labeled as follows:

CAUTION: Contains a biological product
for investigational in vitro diagnostic tests
only.

(2) A person shipping a drug under
paragraph (a) of this section shall use
due diligence to assure that the con-
signee is regularly engaged in con-
ducting such tests and that the ship-
ment of the new drug will actually be
used for tests in vitro or in animals
used only for laboratory research.

(3) A person who ships a drug under
paragraph (a) of this section shall
maintain adequate records showing the
name and post office address of the ex-
pert to whom the drug is shipped and
the date, quantity, and batch or code
mark of each shipment and delivery.
Records of shipments under paragraph
(a)(1)(i) of this section are to be main-
tained for a period of 2 years after the
shipment. Records and reports of data
and shipments under paragraph
(a)(1)(ii) of this section are to be main-
tained in accordance with §312.57(b).
The person who ships the drug shall
upon request from any properly au-
thorized officer or employee of the
Food and Drug Administration, at rea-
sonable times, permit such officer or
employee to have access to and copy
and verify records required to be main-
tained under this section.

(b) Termination of authorization to
ship. FDA may terminate authoriza-
tion to ship a drug under this section if
it finds that:

(1) The sponsor of the investigation
has failed to comply with any of the
conditions for shipment established
under this section; or

(2) The continuance of the investiga-
tion is unsafe or otherwise contrary to
the public interest or the drug is used
for purposes other than bona fide sci-
entific investigation. FDA will notify
the person shipping the drug of its find-
ing and invite immediate correction. If
correction is not immediately made,
the person shall have an opportunity
for a regulatory hearing before FDA
pursuant to part 16.

(c) Disposition of unused drug. The
person who ships the drug under para-
graph (a) of this section shall assure
the return of all unused supplies of the
drug from individual investigators



